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Abstract With increasing calls for global health research there is growing concern regarding
the ethical challenges encountered by researchers from high-income countries (HICs) working
in low or middle-income countries (LMICs). There is a dearth of literature on how to address
these challenges in practice. In this article, we conduct a critical analysis of three case studies of
research conducted in LMICs. We apply emerging ethical guidelines and principles specific to
global health research and offer practical strategies that researchers ought to consider. We
present case studies in which Canadian health professional students conducted a health
promotion project in a community in Honduras; a research capacity-building program in
South Africa, in which Canadian students also worked alongside LMIC partners; and a
community-university partnered research capacity-building program in which Ecuadorean
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graduate students, some working alongside Canadian students, conducted community-based
health research projects in Ecuadorean communities. We examine each case, identifying ethical
issues that emerged and how new ethical paradigms being promoted could be concretely
applied. We conclude that research ethics boards should focus not only on protecting individual
integrity and human dignity in health studies but also on beneficence and non-maleficence at
the community level, explicitly considering social justice issues and local capacity-building
imperatives. We conclude that researchers from HICs interested in global health research must
work with LMIC partners to implement collaborative processes for assuring ethical research
that respects local knowledge, cultural factors, the social determination of health, community
participation and partnership, and making social accountability a paramount concern.
Keywords Global health research ethics . Low and middle-income countries . Ethical review
“People from all over the world come here to study our community. They do tests and
ask us a lot of questions. They then go away and get their (titulos) degrees, and
nothing improves for the community”
-Forewoman from the Wool Mill, Salinas de Guaranda, Ecuador
“To do research you have to ask about peoples’ problems. When we asked the community
about respiratory health and found that the stoves in the households contributed to
respiratory problems, were we prepared to supply them with stoves? No!”
-Student from University of British Columbia (UBC), Canada
Introduction
With expanding activity in global health research, there is increasing concern over the range
of ethical issues that can emerge, especially, although certainly not exclusively, when
researchers from high-income-countries (HICs) actually conduct research in low and
middle-income countries (LMICs) (Roth 2001; Lavery et al. 2010; Montgomery 1993).
There are at least two important dimensions of this problem. The first dimension is the
enormous ethical violations, when, to use the words of Davis: “the science of doubt
promotion - the concerted and well-funded effort to identify, magnify and exaggerate doubts
about what we could say that we know as a way of delaying actions to change the way the
World operates” (Davis 2007). The second component, and the one we will focus on in this
manuscript concerns the ongoing practice of researchers confronting ethical challenges
without a coherent ethical paradigm guiding their actions. Specifically, we will focus on
the need for a more ethically robust approach to ethical reviews of research projects.
Despite greater attention devoted to formalized training on global health ethics generally
(Furin et al. 2006; Margolis et al. 2002; Bateman et al. 2001), guidance in facing the
challenges of global health research is still often lacking (Stephen and Daibes 2010).
In 2009, the World Health Organization published a Casebook on Ethical Issues in
International Health Research, summarizing 64 case studies, each of which raised an important
and difficult ethical issue connected with planning, reviewing, or conducting health-related
research. The cases prompted discussion on what ethical guidelines and processes should guide
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researchers from HICs working in LMICs (Cash et al. 2009). Although many of the issues
identified are still relevant today,many of the cases presented are based on research that took place
over three decades ago. Our work reflects upon more current research initiatives and challenges.
The case studies we present are based on our own work and comprise: 1) a project in
which Canadian students conducted health promotion projects in a community in Honduras,
noting, as one of the above quotes suggested, the community’s frustration with the experi-
ence; 2) a research capacity-building program in South Africa, in which Canadian students
and faculty worked alongside LMIC partners and in which the research ethics review
process itself posed ethical challenges; and 3) a community-university partnered research
capacity-building program linking Canadian and Ecuadorean universities, in which
Ecuadorean graduate students, some working alongside Canadian graduate students,
conducted community-based health research projects in Ecuadorean communities. In this
last example, a new paradigm was indeed developed, and implemented within a new ethical
review procedure, that we believe merits consideration as a model for others.
The three cases are progressively more detailed, and each builds on the experiences with
ethical issues raised in the previous ones. Fundamental to our analysis is the recent progress that
has been made related to health research in indigenous communities in Canada. For example,
the Nunavut Research Institute (NRI) was formed to serve as an ethics review board that
licenses all research conducted in Nunavut, Canada, an area in which the population is
predominantly Inuit.1 The NRI mediates the interaction of Inuit knowledge systems which is
experientially based and orally communicated, with perspectives that most outside researchers
bring that appear “as practicing harsh rationality communicated through inscription” (van den
Scott 2012). Van den Scott observes that it can be tempting for researchers heading to Inuit
communities to offer solutions to the Inuit, but cautions that what is needed instead is an attitude
of learning. Offering solutions, while well intended can disempower the Inuit as acting as
knowledgeable agents who are competent in choosing their own path. The NRI urges re-
searchers to understand what the community sees as important, which may differ substantially
fromwhat the research team sees as a effective project. The NRI, in its guide, repeatedly stresses
the importance of respect for culture and local knowledge and traditions. However, as pointed
out by van den Scott, the NRI offers little guidance to researchers other than demanding the
respect of indigenous knowledge (van den Scott 2012).
Indeed, Canada's First Nations, after years of frustration with researchers who they felt did
not seem committed to the community where the research was taking place, began to impose
rules for conducting community-based research, known as "the 4 Rs": Respect, Relevance,
Reciprocity and Responsibility (Kirkness and Barnhardt 2001). In 2007, the Canadian Institutes
of Health Research introduced a revised set of ethical guidelines for health research involving
Aboriginal People to include the 4 Rs as a basic framework to follow. The 4 Rs stand for:
& “Respect is demonstrated toward cultures and communities by valuing their diverse
knowledge of health matters and toward health science knowledge that contributes to
community health and wellness.
& Relevance to culture and community is critical for the success of health research.
& Reciprocity is accomplished through a two-way process of learning and research
exchange. Both community and university benefit from effective research relationships.
& Responsibility is empowerment and is fostered through active and rigorous engagement
and participation.” (Kirkness and Barnhardt 2001)
1 The Inuit people are one of Canada’s First Nations, or indigenous peoples. In this article we use the terms
“aboriginal”, “indigenous” and “First Nations” essentially interchangeably.
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While ethical issues pertaining to research in aboriginal communities continue to be
debated (Glass and Kaufert 2007), global health researchers can learn much from advances
in aboriginal health research. Benatar and Singer suggest that the most important value
driving the new paradigms for global health research is solidarity, defined as “attitudes and
determination to work for the common good across the globe in an era when
interdependence is greater than ever and in which progress should be defined as enhancing
capabilities and social justice rather than sustaining dependency” (Benatar and Singer 2000,
2010). They note the importance of social justice and capacity building as key features that
must be incorporated into global health research design. Meanwhile Spiegel and colleagues
have called for considering “social offsets” when conducting clinical and biomedical
research, to promote attention to potential measures for not only mitigating potential social
harm from clinical or biomedical interventions but also increasing the focus on the social
determinants of health (Spiegel et al. 2010). Breilh (2009) has advanced this further,
focusing on social determination of health, noting that the individual conditions and effects
are interdependent and relate profoundly to the broader societal and class conditions in
which they are embedded. Therefore there is a need to expand the reductionist scope of
conventional bioethics to the integral scope of the ethics of health (Breilh 2009).
Despite the various calls for more attention to ethics in global health research, there
remains a dearth of literature illustrating the application of global health research ethical
guidelines, let alone social offset consideration. In this article we hope to fill that gap by
critically analyzing three cases in which our team has been involved. We examine what went
right, what went wrong and what could have been done differently to better adhere to ethical
principles that are inclusive of solidarity, respect, relevance, reciprocity, and responsibility.
We question whether the current focus of ethics review boards is indeed addressing the most
important ethical issues with which they should be concerned. Most importantly, we provide
a concrete example of an ethical review guide that can address the concerns raised.
Case 1: Student-Led Health Promotion Projects in Communities in Honduras
Student-led global/international initiatives are growing in popularity at almost every Canadian
university (The Association of Faculties of Medicine of Canada 2010; Hanson et al. 2010;
Hanson 2010). Health professional students from one Canadian university concerned about the
availability of primary healthcare in developing countries established a 5-year health promotion
project in two rural communities in Honduras as part of a student-led international service-
learning initiative. The aim of the project was to help improve quality of life in these commu-
nities. The communities are remote and have little to no infrastructure, rely primarily on
subsistence farming, and have limited access to healthcare. Working with support from a local
Honduran non-governmental organization (NGO), the students conducted a needs assessment
from which they developed and implemented a series of health education sessions to encourage
healthy behaviours (e.g., hand washing, tooth brushing, nutrition, etc.). No formal institutional
ethics approval was sought to conduct the needs assessment and to carry out the project. Students
visited the communities for a month each summer over 5 years. Students also raised funds to
support a few infrastructure projects such as providing cement and roofing for a community hall.
The project culminated with a study that examined community members’ experience working
with the students and the perceived impact the project had on improving quality of life. Ethical
approval to conduct the studywas sought from the Canadian university that the students attended.
The communities reported that although the health education sessions were helpful, they felt
that the students created expectations that went unfulfilled. During the needs assessment phase,
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the community identified a wide range of health and welfare issues but aside from health
education initiatives, little, if anything, had been done to help the community understand the
root causes of the challenges they faced, let alone begin to resolve identified health issues or
address their social determination. Community members complained that the results of various
needs assessment surveys conducted over the years were never shared with them nor was there
a discussion of how the students would help solve the problems identified. For example, the
community was told that their respiratory problems resulted from smoke due to use of biomass
(wood, animal dung and crop waste) for cooking indoors. Community members were disap-
pointed when the students did not “come backwith stoves ormedicines” and they did not “bring
doctors or help build a clinic.” Members of the community felt that simply providing health
education talks around disease prevention and health promotion was not sufficient, particularly
within the context of existing health issues that required medical intervention. Moreover, the
underlying social reasons that drove these health problems were completely ignored. Other
concerns that were expressed dealt with issues that may be seen as innocuous such as taking
photos of the community. People stated that they “don’t have pictures of their own family or
have ever seen pictures of themselves, yet the students come and snap pictures every day for
weeks without showing them to the community.”
The Canadian students who participated in this project have become increasingly sensitive to
“medical voluntourism” - projects that result in vulnerable communities serving as a means to
fulfilling the students’ own objectives. Students now participate in pre-departure ethics work-
shops that help them learn about ethical and sustainable approaches to working with commu-
nities (Dharamsi et al. 2011). This, of course, is just the start, as discussed below. Table 1
summarizes what went right, what went wrong, and what could have been done differently with
respect to the two cardinal principles of global health research ethics outlined above.
Case 2: Building Research Capacity to Address HIV and Tuberculosis in South Africa
In South Africa, the burden of both HIV and tuberculosis are very high, health workers are
understaffed and overworked due to the dual epidemic, and are themselves at higher risk due
to occupational exposures (O'Donnell et al. 2010; Jarand et al. 2010). Focusing on
internationally-identified needs (WHO et al. 2010; WHO 2010; Yassi et al. 2012), the goal
of this project was to build capacity of South African researchers, students, and health
practitioners on how to design, implement, and evaluate workplace-based interventions for
HIVand tuberculosis. The training was delivered as a certificate program offered by a South
African university in collaboration with a Canadian university. Thirty-two participants (from
various healthcare backgrounds including a variety of HIV and tuberculosis prevention
positions comprising nursing, infection control, community development, and occupational
health) attended three 4-day in-class sessions, as well as had to design, implement and
evaluate a relevant project (Global Health Research Program 2012).
The participants formed groups to conduct research projects including a hospital-wide project
focusing on designing an intervention combating HIV stigma and encouraging HIV counselling
and treatment; a hospital-wide project to implement a surveillance system for tuberculosis; and
six group projects all involving the collection and analysis of data for prevention of transmission
of HIV and tuberculosis and monitoring the effectiveness of interventions. As these were
research projects, they required ethics approvals from the South African university. However,
the ethics review process at the university, designed for screening randomized controlled clinical
trials and the like, is extensive, requiring thorough literature reviews, detailed protocols, and
methodological clarity beyond the skill set of these busy poorly-resourced practitioner-
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FO
R 
AP
PR
OV
AL
researchers in-training, who had limited time to devote to conducting these projects within the
one year time-frame of the course. This itself posed a dilemma for the team – should the
Canadians, with input from local university colleagues, write the ethics approvals for our
LMIC trainees? The team decided to create an ad hoc ethics approval process, tailored to
the type of workplace interventions being designed, with ethics committee members
consisting of experienced academics attuned to the reality of the trainees.
Three Canadian graduate students (one PhD and two Masters) have been conducting their
graduate research on various aspects of this program, all with research ethics approval from
their university. Several challenges were documented; most notable was the huge burden
HIV was taking not only on the patient population served by the trainees but on the trainees
themselves and their own families. Other difficulties related to the lack of time to conduct
the research, given the day-to-day work demands. The main challenge, identified early, was
the lower-than-expected level of research skills of the participants recruited. While
Table 1 Student-led health promotion projects in communities in Honduras
Enhancing Local Capabilities Promoting Social Justice
What went right a) A needs assessment was carried out
helping the community identify its issues
and priorities
a) Students from high income countries
concerned about global health disparities
and the desire to respond
b) A local NGO was consulted b) Funding was raised to support
community identified infrastructure
priorities
c) Ethics approval was sought to carry out the
concluding study to assess community
members’ viewpoints and experiences of
the project
c) Students interested in global health
outreach take an ethics workshop
prior to international engagement
What went
wrong
a) Students with good intentions “parachuted”
into a community without explicit
permission from the community itself
a) Ethics review for end of project study
motivated by the desire to publish project
interventions and results
b) Community members not involved in
needs assessment, program planning and
implementation
b) The project stopped when funding for
student travel stopped
c) Doing to rather than with community
resulting in lack of meaningful engagement
and participation and creation of false
expectations
c) Students took pictures without consent
d) There was no ethical review process
created locally
d) Little real change in the community
pertaining to existing and on-going
health concerns
e) No attempt was made to address
underlying social determination of health
What could
have been
done
a) Consultation not only with local NGO but
also with community members
a) Efforts could have been made to
understand the social, economic,political,
and cultural context of the community
b) Needs assessment, program planning and
implementation carried out in collaboration
with community members
b) The social determination of the health
problems identified could have been
incorporated into the intervention
c) Ethics approval for project and study from
Canadian as well as host country institutions
c) A plan to address the immediate as well
as underlying social determination of the
health problems could be been developed
with local partners
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knowledge of the subject matters (HIV, tuberculosis, infection control, workforce health,
etc.) was at a satisfactory baseline, most participants had no experience conducting a formal
research study. Another difficulty encountered was the expectation for further offerings of
the programme for others that could not be included in this one-time offering. Moreover,
although one of the projects in the overall research program does indeed address the macro
economic issues that drive HIV and TB (Global Health Research Program 2012), and the
ethics review process developed by our team for these projects did address issues such as
involvement of all stakeholders and local capacity-building, it failed to squarely address the
social determination of the problems being addressed. Table 2 summarizes our analysis of
what went right, what went wrong, and what could have been done better regarding the two
aspects of global health research ethics discussed above.
Case 3: Community-Action Research on Environmental Health Issues in Ecuador
A 6-year partnership between a Canadian university and four universities in Ecuador, funded by
the Canadian International Development Agency, was initiated in 2004 to strengthen capacities
for conducting research-informed interventions to address environmental health concerns
throughout the region (Spiegel et al. 2011). Although no formal research ethics approval
processes existed for this type of community-based health research in the Ecuadorean univer-
sities in this partnership, the local and international team collectively decided to require that the
research conducted by all thirty Ecuadorean Master’s students (ten from each of the three
universities in which Master’s programs were being offered) in partial fulfilment of graduate
degrees within this partnership, had to be not only scientifically sound but also responsive to the
needs of the community, explicitly addressing how local stakeholders were consulted and
involved in the projects (Yassi et al. 2007; Spiegel et al. 2007a, b; Parkes et al. 2009).
Students’ research focused on dengue-control (3 student theses); water and sanitation (7);
ecological restoration and sustainable agriculture (5); pesticide use (4); waste management
(3); mining contamination (3); lead poisoning and other occupational health hazards (3);
ancestral birth practices (1); antibiotics resistance (1) and medical school curriculum devel-
opment based on an ecosystem approach to health (1). Several Canadian graduate students,
medical residents as well as undergraduate medical students were also involved in the
research, three of whom conducting their doctoral dissertations within these community
research projects.
In reviewing the “ethics” section of the 30 Master’s thesis profiles presented before the
studies were undertaken, the most common ethical issues addressed related to informed
consent of the individual participants. However, by far the most common concern among the
researchers, and indeed one that was actually evident in all of the 30 research projects, was
how to facilitate meaningful involvement of the community to ensure that the researchers
properly considered the social, economic, political and cultural context in which the research
was being conducted and allowed for community-based decision-making. This was neces-
sary not only for the sake of conducting high quality research, but also because measures had
to be developed not only to ensure that no harm would result from the research project, at
both the individual as well as community level, but that the vision of the community would
be reflected in the research protocol. This was especially true for studies in which existing
economic activities of community members (e.g. small-scale gold mining, applying lead to
glaze tiles and bricks, using pesticides to improve crops, etc.) could be construed as harming
the community’s health and the environment; it also represented an opportunity to advance
sustainable development.
Ethics of Ethics Reviews in Global Health Research
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A second common ethical issue related to interculturality in research and addressing
cross-cultural factors, especially given that many of the communities were Indigenous, or
included large Indigenous populations. As four of the Ecuadorean Master’s students were
themselves Indigenous, and from the communities in which the research was being
conducted, this was not insurmountable, but still posed ethical challenges for the team.
One student-led project, focusing on assessing the environmental and health consequences
of solid waste disposal practices with the ultimate goal of creating a municipal recycling
system to reduce health hazards and environmental contamination, provides an illustrative
example of the kind of ethical issues encountered. In the rural farming community of
Curgua, Ecuador, the adjacent municipal government operates a garbage disposal site where
all the solid waste from the town is taken. In this setting, “minadores” (Spanish for “mine
diggers” but referring to those who “mine” the waste) sort and collect materials from the
town’s garbage for reuse, recycling, and resale. The minadores, often including children and
pregnant women, are exposed to biological hazards, sharps, and a host of other risks from
organic and inorganic wastes. Nevertheless, the minadores were wary of any intervention,
Table 2 Building research capacity to address HIV and Tuberculosis in South Africa
Enhancing Local Capabilities Promoting Social Justice
What went
right
a) A certificate program was established a) Course material incorporated social
justice issues
b) A process was created whereby Northern
faculty members and students assisted the
LMIC students
b) Northern faculty and students were
keenly aware of and attempted to be
respectful of the LMIC concerns
c) University-Community linkages were
strengthened
c) The ad hoc ethics review process
included required community consultation
d) An ad hoc ethics approval process was
created for the projects within this program
d) Funds were obtained to address some of
the problems identified in the research
and conduct follow-ups
e) A new project was launched to examine
what could be done at the macro socio-
economic level
What went
wrong
a) Teaching methodological rigour to conduct
good quality research and obtain research
funding after the end of the program was not
sufficient
a) While efforts were made to address these
issues, the huge problem of under-staffing,
poor infrastructure and inadequate
resources to sustain the programs still
needs to be addressed
b) Inadequate attention was devoted to
institutional strengthening by way of more
thoroughly involving senior faculty members
b) The reasons underlying the above factors
were not acknowledged in the context of
these projects
c) No attention was given to creating a
sustainable ethical review process
What could
have been
done
a) The program was too ambitious with too
many students in each program and too
many universities involved –such that
inadequate attention was devoted to serious
skill-building - better student selection may
have been warranted
a) Fewer participants should have been
involved in the research, with a more
thorough assessment made before the
program began as to the likelihood of the
team being able to build sufficient
capacity for the gains to be sustained after
the research ended
b) More attention should have been devoted to
institutional strengthening for research ethics
reviews
b) The social determination of HIV and TB
should have been at least acknowledged in
each of the projects
A. Yassi et al.
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even if the intent was a much safer recycling system and stable employment conditions in a
proposed micro-enterprise, for fear it would deprive them of their livelihood.
Through collaborations between researchers, theminadores, community representatives and
health professionals, it was decided that the research must collect data not only on direct health
problems, but also on social and economic concerns of all affected parties. The outcome of the
research from the researchers’ perspectives could easily have been restricted to documenting
environmental and health problems, implementing the recycling program and cleaning up the
waste site. However, this would have overlooked the wishes of the minadores to retain their
access to the garbage disposal site, as these families would have suffered further economic
hardships if the site were closed. In this sense, it was not only the value of effectiveness and
efficiency of improving waste management that was central, but the consideration of equity
implications for all those involved, including the concerns of marginalized populations.
By making it an ethical imperative that the research take account of community percep-
tions of positive and negative consequences associated with the intervention being studied,
the research team urged the municipal government to support the creation of a micro-
business on the site to allow the minadores to continue their work, but more safely, while
also effectively recycling and reusing the garbage. For example, team members worked hard
to ensure that funding for purchasing personal protective equipment for the minadores was
included in funding provided for the intervention. The knowledge gained from this study has
been shared globally (Mena et al. 2010) and other communities have expressed interest in
replicating this project elsewhere. Although, institutional ethics review boards may not have
stipulated that the research must be careful to do no harm to the communities potentially
affected by the research results, the application of the 4 Rs in our case required a socially
responsible approach - one that provided reciprocal benefits to the community, and that was
respectful of their lifestyle choices.
Similar issues arose in virtually all the projects conducted in this Canadian-Ecuadorean
community health research training program, as noted above. Other examples include a
study of mercury contamination from small-scale mining, and another on lead poisoning
related to tile and brick making. In both cases, community members were concerned that the
outcome of the study could put their livelihoods in jeopardy. Thus the team is continuing to
work with the community to implement measures to alleviate this concern. For the small-
scale miners, Canadian contacts, as well as government officials, mining associations and
international expertise were brought together in a workshop following the completion of the
theses to disseminate the results and promote action addressing the concerns of the com-
munity. Indeed the students who undertook the research in this mining community signed an
agreement with the community before commencing the research promising that measures
would be taken in this regard. In the community with lead contamination, medical students
and faculty from Canada are now working with counterparts from University of Cuenca to
eliminate lead glazes and attend to the health needs of the study community. While this was
essential in observing the 4 Rs, the current ethics review process in most institutions does not
generally inquire into the potential social and economic as well as health consequences for
the participating communities, let alone assure proper follow-up. (We note that the hazard-
ous practices of some Canadian mining companies in Latin America [(Sacher and Baez
2011)] raise important additional dimensions in considering ethical issues when Canadian
researchers and students attempt to conduct health research in mining communities; we
return to this issue in the discussion.)
An additional concern relevant for ethics review boards arose in several projects in which
Indigenous traditions differ from common Western approaches. For example, one research
project conducted by an Indigenous nurse sought to document traditional birth practices and
Ethics of Ethics Reviews in Global Health Research
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how these could be better promoted. Some of these practices have never been formally
studied with respect to effectiveness and safety. Institutional ethics review boards might
question these practices, and deem the research unethical to conduct. The student indicated
to the program committee that the overall cultural importance of retaining traditional values,
combined with the low probability of harm from these practices if conducted with the proper
safeguards, should suffice to conduct research on how to better promote this Ancestral
knowledge in reproductive health within the public health system that operates within
Western standards of practice (Cárdenas 2005; Mideros 2011). Again, ethics review approv-
al processes might have disregarded the cultural importance of traditional practices in
ascertaining the relative benefit and potential harm of conducting research on knowledge
translation of traditional practices. Thus, research ethics boards would need to systematically
inquire not only about potential social, economic and health positive and negative impacts,
but also possible positive and negative cultural impacts of the research.
Although the Ecuadorean student projects were not subjected to the ethical review
process at the Canadian university, the three Canadian doctoral student theses, were, of
course, submitted for research ethics board approval. These reviews, although questioning
the informed consent process and data security issues, made no inquiry into the possible
overall impact on the socio-economic and cultural wellbeing of the community. Notably
there is an explicit question at Canadian university research ethics boards’ regarding whether
an Aboriginal community is involved and, if so, requesting a copy of the research agreement
with the community, or description of the community consent process. But there are no
questions regarding community engagement for other contexts.
In an effort to follow-up on the concerns identified, several grant proposals were written.
The one emerging from the three theses related to dengue control was funded by an
international research funding agency to further trial prevention efforts in highly exposed
communities. The funder, however, noted that a more official ethics approval board was
needed. Noting that the Ecuadorean existing ethics approval process for randomized clinical
trials was not appropriate for this community-based intervention study, the lead Ecuadorean
researcher (co-author JB), with some assistance from Canadian team members (co-authors
AY and JS), proposed a radical new ethics approval guide, embracing the principles
articulated above, reflecting an appreciation of the social determination of health. Table 3
outlines what went right and wrong with this experience. Appendix 1 outlines the questions
posed in this guide, to assess the merit of proposed research projects submitted for ethics
review. These questions, including an assessment of the social implications of the research
and its various correlates, can apply equally to research funded internationally or locally.
This guide (Breilh et al. 2012) has already been endorsed and applied by the Ecuadorian
Academy of Medicine´s Ethical Committee; the first research project assessed using the
need guidelines was the evaluation of an internationally-funded research project on dengue
control, noted above (Spiegel et al. 2007a, b).
Discussion
The vast majority of universities in HICs have institutional research ethics review boards,
consisting of one or more committees formally designated to approve, monitor, and review
research projects involving humans, including community-based health research. Most HICs
ethics research boards have been actively addressing procedural correctness (Ellis 1999),
including privacy, data security and recruitment. However, our own experience, as well as
what we gleaned from our review of the literature, indicates that despite strides made in
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protecting individual rights in research studies, collective rights of vulnerable communities
seem rarely considered in ethics reviews.
For a community, particularly one that governs itself from collective versus individual-
istic cultural perspectives, a common “ethical” violation from the perspective of the com-
munity is “drive-by data gathering”, with nothing done, or even proposed about the
problems identified through the study (Racine 2003). This was illustrated in the quote at
the beginning of the article, and a sentiment we heard repeatedly in our community visits in
Ecuador as part of the thesis assessment process. Researchers, all too often, do not even
properly share findings with the community (Lairumbi et al. 2011; Lavery et al. 2010). More
commonly, researchers do little to help strengthen capacity within communities to address
the problems identified. While research granting agencies are now encouraging substantial
budgets to be included in research proposals for dissemination of findings, many researchers
still focus their dissemination efforts narrowly on peer-reviewed scientific publications,
rather than community knowledge sharing (Lairumbi et al. 2011, 2012). Moreover, the
potential for research to perpetuate blaming, stereotyping, paternalism, exploitation and
discrimination is a concern that requires serious attention in order to ensure that neither
individual participants nor the community to which they belong are hurt by the study
(Reimer Kirkham and Anderson 2002; Reimer Kirkham et al. 2002). Even more important,
ensuring that communities are not overly harmed by the research is not sufficient; without a
sense of solidarity and serious efforts to build local capacity (Bhutta 2002) at the research
site to address the problems identified, the gap not only between the academy and the
broader society it was designed to serve (Yassi et al. 2010), but also between HIC and
LMICs may well be perpetuated.
Researchers who work in significantly different socioeconomic and cultural settings than
their own are bound to experience ethical challenges. Problems arise when there is lack of
clear communication about the scope, plan and capacity of a project, as well as the
implications of its insertion into the local dynamics that the local people are building.
When entering an unfamiliar setting, background knowledge and experience with the
historical, sociocultural and political environment is essential in ensuring the work that will
be done is relevant, carried out respectfully and sustainable (Stephen and Daibes 2010).
However, despite good intentions, efforts will continue to be, and perceived to be, paternal-
istic, if there is insufficient collaboration with local stakeholders; this can be even worse if it
creates false hopes and lead to failed initiatives (Chandiwana and Ornbjerg 2003; Costello
and Zumla 2000). As was learned from health research in aboriginal communities (Reimer
Kirkham and Anderson 2002; Reimer Kirkham et al. 2002), misunderstandings happen
when community members do not direct, or are at least extensively involved from the outset,
in deciding whether students or researchers should come to their community and for what
purpose. As we found in our own experience, researchers and/or students who enter a
community without prior negotiation of the purpose and scope of a project, or without
creating a genuine partnership with local individuals or organizations, may do more harm
than good.
Despite academic efforts to bring global health to the forefront (Vermund et al.
2008; Quinn 2008; Lorntz et al. 2008), the root causes of inequalities affecting health
that confront vulnerable communities in LMICs are rarely considered in academic
medical research. Vulnerable communities can become a means to the researchers’
ends (Houpt et al. 2007) instead of first serving the community identified needs and
empowerment interests (Sherraden et al. 2008). The important debate on research
ethics and global health concerning issues of exploitation and cultural imperialism
that emerged decade ago continues to be no less a source of concern over a decade
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later (Benatar 1998). The values that guided our review are consistent with those
proposed by others (Ijsselmuiden et al. 2010). Whilst work is ongoing on creating
international standards for research ethics (Resnik 2009), such guidelines will have the
desired impact if researchers hold social accountability at the forefront (Boelen and
Woollard 2009; Ballantyne 2010), and Research Ethics Boards require this as a pre-
condition for granting ethics approvals (Breilh 2009; Garrafa et al. 1999).
Aboriginal peoples in Canada have taken measures to require social accountability from
researchers who come to their communities, and a research ethics board in Ecuador now
requires that the research process (whether conducted by local researchers alone, or in
partnership with researchers from HICs) considers community benefits and harms rather
Table 3 Community-action research on environmental health issues in Ecuador
Enhancing Local Capabilities Promoting Social Justice
What went
right
a) Masters Programs were established in 3
universities and a PhD program in one
a) Course material focused heavily on
social justice issues
b) A process was created whereby Northern
faculty members and students assisted the
LMIC students
b) Northern faculty and students were
keenly aware of and attempted to be
respectful of the LMIC concerns
c) University-Community linkages were
established
c) Funds were obtained to address some
of the problems identified in the research
and conduct follow-ups
d) An ad hoc ethics approval process was
created for the projects within this program
d) The ethics review process established
includes a consideration of social justice
issues
e) Eventually a formal ethical approval process
was implemented locally, that included a
consideration of local capacity-building
What went
wrong
a) Teaching methodological rigour to conduct
good quality research and obtain research
funding after the end of the program was not
sufficient.
a) Expectations were raised in some
communities that could not be addressed
across the board – largely to the over-
ambitiousness of the undertaking and the
capacity of the Northern team to continue
to mentor only a few of the participants
and their community projects after the
end of the program
b) Inadequate attention was devoted to
institutional strengthening by way of more
thoroughly involving senior faculty members;
c) No attention was given to creating a
sustainable ethical review process- until
recently
What could
have been
done
a) The program was too ambitious with too
many students in each program and too many
universities involved –such that inadequate
attention was devoted to serious skill-building
a) Fewer communities should have been
involved in the research, with an
assessment made before each project
began as to the likelihood of the team
being able to address the problems
identified in the research and/or build
sufficient capacity within the community
to do so after the research ended
b) More attention should have been devoted to
institutional strengthening for research ethics
reviews much sooner
A. Yassi et al.
FO
R 
AP
PR
OV
AL
than just individual harms, and thoroughly assesses cultural as well as socioeconomic and
health implications to the community.
The lack of attention by research ethics review boards to the substantive collective
issues identified is problematic. And the situation may be no better among researchers
from LMICs; of 670 researchers surveyed in LMICs by Hyder and colleagues only
56 % reported that their research had been reviewed by a local institutional review
board or health ministry (Hyder et al. 2004). For this reason, the efforts in Ecuador
are particularly noteworthy.
The Canadians involved hope to use Ecuador’s initiative as an example to emulate
in order to strengthen the ethics approval process across Canada as well. We therefore
strongly recommend that research ethics boards, both in HICs and LMICs, heed the
concern expressed by Benatar and Singer (Benatar and Singer 2010), among others.
Otherwise, research efforts in vulnerable communities may well be, and/or be seen to
be “unethical” - to the detriment of the community-site of the research, and to world-
knowledge generally.
Appendix 1. The 15 questions to be asked to assess research projects within the new
ethical review board in Ecuador
Academia Ecuatoriana de Medicina
Research Ethics Committee
GUIDE TO ETHICS OF NON-EXPERIMENTAL RESEARCH PROJECT EVALUATION
…………………………………………………………………………………………..
This guide for evaluation of non-experimental research projects in the fields of clinical and 
epidemiological partner, is formulated in accordance with the relevant regulation on the status of the
Academy. 
…………………………………………………………………………………………..
Non-clinical research projects 
Project title::……………………………………………………………………
………………………………………………………………………………………………
………………………………………………………………………………………………
Project period (start and end dates): 
Start date:                     day [    ]   month [    ]   year [          ]                             
Scheduled end date:    day [    ]   month [    ]   year [          ]          
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Institution 2: ………………………………………………………………..
Others: ………………………………………………………………………..
Principal Investigator(s), responsible for project: 
Principal Investigator (PI):…………………………………………………
Co - Principal Investigator (CPI):………………………………………… 
Other members of the research team by country: 
Country 1: …………………………………………………………………..
Country 2: …………………………………………………………………….
Others: …………………………………………………………………………
Responsible institution(s): 
Institution 1: ………………………………………………………………..
Conflicts of interest (real or potential), affecting objectivity and ethical principles of research in this 
project: 
Some of the researchers receive personal economic benefits, in addition to the normal fees for referred
scientific work in the project being undertaken that can influence results that can benefit these or other 
enterprises or institutions. 
YES [    ]            NO [    ] 
Comments (optional): ……………………………………………………..
Some of the researchers receive economic, political, cultural or promotional benefits for any 
organization or entity that has links with the research project that is being undertaken.  
YES [    ]            NO [    ] 
Comments (optional): ……………………………………………………..
Any other conflict of interest affecting objectivity or ethical principles of research in this project: 
YES [    ]            NO [    ] 
Comments (optional):……………………………………………………......
Principal Source of Funding: ……………………………………………….
Other Sources of Funding and Resources: ……………………………………... 
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There exists a beneficial character of the project in relation to its ability to offer and develop knowledge,
skills and attitudes that constitute an immediate or potential benefit for the population/community that 
has accepted to be part of the project: 
 YES [    ]            NO [    ] 
Comments (optional):……………………………………………………..
Absence of effects and processes that are harmful to life or pathogenic to humans, that would be 
caused as a result of the application of the procedures, substances or elements that are part of  the 
scientific project being undertaken, whose danger has already been established by science or is being 
discussed in the context of the precautionary principle.  
 YES [    ]            NO [     ] 
Comments (optional):……………………………………………………..
Social and cultural equity of the project: 
Respect for the values, knowledge, and culture of the population / community that is involved in the 
project  
 YES [    ]            NO [     ] 
Comments (optional):……………………………………………………..
Strengthening of local or personal capacities of those who are involved in study to deal with the 
problem that is being addressed. 
                        YES [    ]            NO [     ] 
Comments (optional):……………………………………………………..
Reciprocity in the production and assimilation of knowledge about the problem both from the 
researchers towards the population as well as from the population to the researchers. 
YES [    ]            NO [     ] 
Comments (optional):……………………………………………………..
Scientific validity of the project 
The study design incorporates its methodological elements with rigor, clarity, sufficiency and current 
knowledge to ensure an objective process of controlled, systematized and safe procedures that are 
oriented to evidentiary purposes and the need for producing knowledge in line with the study’s 
scientific questions and hypotheses.  
YES [    ]            NO [    ] 
Comments (optional):……………………………………………………..
The project is conducted from a disciplinary perspective consistent with the current "State of the art":
YES [    ]            NO [    ] 
Comments (optional): ……………………………………………………..
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The project applies necessary scientific and technical knowledge that is consistent with a design that 
involves a reasonable use of resources and cost/benefit ratio: 
YES [    ]            NO [   ] 
Comments (optional): ……………………………………………………..
The project establishes a transparent, ethical and safe management approach and for purposes of 
informed consent: 
Applies norms of informed consent on procedures in general and on the management of information 
and data. 
YES [    ]            NO [     ] 
Comments  (optional):……………………………………………………..
The information that is collected by this study on personal data is managed with strict compliance with
the principle of confidentiality.   
                       YES [    ]            NO [    ] 
Comments (optional):……………………………………………………..
The data bases are managed exclusively in institutional contexts with access limited to team members.
 YES [    ]            NO [    ] 
Comments  (optional):……………………………………………………..
FINAL ETHICAL ASSESSMENT 
Project fulfills projected ethical standards:…………….………….[      ]
Project requires some improvements to be approved:…………..[      ]
Project fulfills projected ethical standards  
and does not merit ethical approval:………………………………[     ]
Signatures of designated reviewers 
Evaluator 1: 
Name: ……………………………………………………………..
Signature: ………………………………………………………………...
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Evaluator 2: 
Name: ……………………………………………………………..
Signature: ………………………………………………………………...
Evaluator 3: 
Name: ……………………………………………………………..
Signature: ………………………………………………………………...
Date:   day [     ]    month [    ]     year [    ] 
Signature of the president of the Ecuatorian Academy of Medicine
Name:…………………………………………………………………
Signature:……………………………………………………………………
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